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Behavioral health patients that present to the Emergency Department (ED) pose a risk for 
violence that is directed towards themselves or nursing staff. Inconsistent and non-
comprehensive safety checks create opportunity for patients to harm themselves or 
others. At a large urban ED in San Francisco with high volumes of behavioral health 
patients, no current standardized environmental safety precaution checklist is in place.  
Methods  
A standardize environmental safety checklist built into the EPIC, the electronic medical 
record used at this ED, was presented to staff to complete for patients with presentations 
that increase risk for self-harm or staff directed violence. A survey was distributed to 
staff that demonstrated interest in a standardized safety checklist. Post implementation 
survey results were not yet obtained. After the checklist implementation, concurrent 
audits were conducted to assess staff compliance. 
Results 
Survey of staff demonstrated support for a tool to standardize safety checks for 
behavioral health patients in this ED. Checklists were completed for 38% of indicated 
patients during a two-week period, an improvement upon no standardized protocol. 
Conclusions 
Continued use of the precautions checklist during a longer period of time will better 
support and the aim of reducing the risk of violence among patients and violence directed 
towards staff.  
Keywords: emergency, behavioral health, environmental safety  
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Introduction 
In the Emergency department (ED), patients are seen of a wide range of 
conditions, acuities, situations, backgrounds, and needs; it is an uncomfortable and 
unpredictable environment. Among the many reasons patients may present to the ED, 
behavioral health or substance abuse problems account for high proportions of vulnerable 
patient seen (Angland et al., 2014). This population of patients have unique requirements 
that must be met in order to promote safety for the patients themselves, as well as the 
nursing staff. Due to the nature of behavioral health patients experiences in the ED, staff 
at hospitals in the US encounter physical assaults rates of 30% among patients seen 
(Akenhorah, 2021).  
The ED poses a higher risk for adverse safety events to occur compared to 
dedicated inpatient psychiatric units. More opportunities exist in which items such as 
cords, medical and monitoring equipment, personal patient belongings, and other items 
typically found in an ED patient room can be used as tools for patient self-harm or 
violence directed towards staff. Many items pose ligature risk or can be used as other 
forms of weapons; items commonly used include IV tubing, wires, chemical compounds, 
gurneys, and computer equipment (Liberatore and Rose, 2019).  
 The ED at which the focus of this project is based upon, like other EDs, has 
experienced behavioral health patient adverse safety events. Leadership in the ED has 
expressed desire to address these events by improving upon safety by reducing the risk 
for these types of events to occur. By shifting focus to the environment of the ED, risk 
can be addressed by reducing the opportunities for violence by reducing patient access to 
items that can be used for self-harm or other forms of violence. The ED management 
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expressed interest in standardizing environmental safety checks performed upon patient 
arrival and when there is a change in the primary nurse.  
Problem Description  
 In this specific urban ED, a large proportion of patients have a history of 
behavioral health or substance use conditions. Due to the close proximity to the city’s 
downtown and areas where patients without a home often congregate, patients present to 
the ED for chief complaints that could be related to housing or social services concerns. 
Additionally, the location of this ED correlates with the high numbers of substance use 
and IV drug using patients seeking medical care.  
 This ED is equipped with four rooms dedicated to patients who are placed on 
psychiatric holds related to danger to self (DTS), danger to other (DTO), or other patients 
who nursing staff or healthcare providers perceive as a risk for violence or aggression. 
Security officers employed by the hospital are positioned outside of these rooms when 
patients are present. These rooms have clear glass doors, and by default, most risk items 
are either permanently removed or locked behind cabinet doors in the room; this includes 
cardiac monitoring equipment, computer screens and cords, and other medical equipment. 
Additionally, sinks and other fixtures have sloping handles to prevent them from using 
used for ligature.   
 With the high numbers of behavioral health patients seen at this ED, these four 
behavioral health, dedicated rooms may be fully occupied, and an influx of behavioral 
patients may warrant the use of standard patient rooms for placement. Lacking the 
safeguards present in the four dedicated rooms, all items posing a risk must be removed 
from these rooms if they will be used for a behavioral health patient.  
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 As mentioned, this emergency department currently has no standardized approach 
for environmental safety checks for behavioral patients. Nursing staff reported that there 
is no standardized safety check performed; the safety checks were dependents on the 
actions of the individual nurses and were highly inconsistent. Therefore, any 
implementation of a new protocol would provide a means to guide nurses through a 
workflow. A survey conducted prior to implementation of the safety checklist revealed 
that nursing staff supported a standardized safety checklist, as it would help prevent 
violence and promote safety.  
Available Knowledge and Literature Review 
PICOT is a mnemonic used in evidence-based practice to provide framework and 
process, aimed at answering a question. To promote quality improvement and answer the 
follow PICOT question: among behavioral patients in the ED, during admission and at 
the change of shift (P), would the use of an environmental patient safety checklist (I), 
compared to no safety checklist (C), increase staff and patient safety (O)? 
Review of existing literature revealed the importance of the standardization of 
documentation to promote safety, effective ED safety measures, and the types and 
prevalence of violence incidents commonly seen in the ED. Initial review demonstrated 
the perception of the different factors that can lead to violence and aggression in the ED. 
A study conducted by Angland et al. (2014) at a university hospital ED in Ireland 
concluded that nurses perceived a combination of environmental and interactions factors 
increased risk for violence and aggression. Environmental factors included excessive 
periods of waiting time, inadequate security measures, and improper patient placement 
into appropriate rooms; interactions factors represented poor staff communication and 
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attitude of staff towards patients (Angland et al., 2014). While this study was not focused 
upon behavioral health patients, these factors are relevant to this projects ED, as they all 
exist as contributing factors.  
 Additionally, review of literature reveals opportunity for patient to perform self-
harm or direct violent behavior towards staff using items commonly found in hospital 
settings that are not specifically designed for the placement of behavioral health patients. 
An article drafted by Pennsylvania Patient Safety Authority analysts used data taken from 
state hospital databases to review cases of patient self-harm incidence. Most common 
mechanisms of injury were ingestion of chemicals or other items, lacerations, blunt 
injury, and ligature strangulation. Items most commonly used for injury included wires, 
blood pressure cuffs, IV tubing, and needles or other sharp items (Liberatore & Rose, 
2019). As patients in the ED may have access to such items, this list of items and possible 
injury events were used when developing the environmental safety checklist.  
 While developing the environmental safety checklist, review of literature was used 
to draw upon existing techniques or protocol implemented in other EDs. An article from 
the Wiley Journal of Clinical Nursing discussed the implementation of a safety checklist 
at emergency departments located in the UK. The checklist included items such as regular 
vital checks, the securing of patient belongings, and the removal of potential hazardous 
items from patient access. Nursing staff appreciated the checklist, as it served as a 
reminder and improved communication regarding potential hazards (Stone et al., 2019). 
This article was used to justify the environmental checklist implemented in this ED, and 
support from nurses in the UK EDs presented to ED leadership as justification for this 
quality improvement project. 
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 Other safety measures that were used to develop the environmental safety 
checklist were inspired by an article from the Journal of the American Psychiatric Nurses 
Association, in which a performance improvement project saw a reduction of staff assault 
in a psychiatric emergency room. The performance improvement project included the 
posting of reminders for staff to assess patients changes in aggression or behavioral, and 
emphasis on communication between staff and security personnel, and bettering 
communication between nursing staff (Ahenkorah et al., 2020).  
 Requiring nursing staff to complete addition documentation, in addition to the 
tasks they already must complete, can potential disengage or reduce compliance if 
nursing staff does not feel as if the extra workload will provide self-benefit. To combat 
this notion, staff benefit of implemented standardized documentation and procedures 
were drawn from several articles. An article from the MedSurg Nursing Continuous 
Quality Improvement Journal discussed the benefit of standardized documentation. in 
which a standardized documentation approach allowed for fewer incidence of adverse 
patient events, minimized nursing errors, and allowed for informed nurse to nurse 
communication and handoff of care (Conn et al., 2018). This evidence was presented to 
this EDs nursing staff, as incidences in which poor documentation led to ambiguous 
patient handoff and violent events.  
   Patient handoff for behavioral health patients in this ED has been inconsistent 
and the quality has been dependent upon individual nurse action; implementing a 
standardized environmental safety checklist to be completed at points of handoff can 
reduce the risk for adverse safety events. An article from the Journal of Emergency 
Nursing discussed the effectiveness of a standard nurse protocol used when caring for 
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behavioral health patients, in which a standardized psychiatric based handoff report was 
used to community patient situation, assessment, and security measures in place (Loucks 
et al., 2018). This standardized handoff approach was used when implementing the 
environmental safety checklist as a standard item to be completed for behavioral health 
patient handoff in this ED.  
Rationale 
 Development of this project was accomplished through assessing the needs of this 
ED. The topic of behavioral health populations in the ED is complex and includes many 
systemic factors; not all issues or concerns can be addressed or fixed without first 
addressing the social reasons and resources for patients that seek care or our brought to 
the ED by ambulance transport. To determine and focus upon an issue in this ED that 
could be addressed, and therefore improve upon the safety experience patients have while 
in the ED, staff and healthcare providers in the ED were consulted. Many of these 
individuals stated that in order to try and address safety in the ED for this patient 
population, a single change or intervention would have impact.  
Lippitt’s model of change was used to determine needs and topics to be addressed. 
An existing need for change was identified through a case study presented during an 
administrative meeting. This Intensive Analysis (IA) presented a case in which a 
behavioral health patient in this ED was able to free themselves from restraints and used 
items in the room to act violently towards staff and barricade the door from security 
entrance due to inadequate and inconsistent environmental safety checks in the room.  
Upon further investigation, it was discovered that this was not an isolated incident, as 
similar events have occurred in this ED. Therefore, it was identified that there was a need 
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to develop a standardized environmental safety checklist for staff to refer to and 
complete.  
In developing this project, the change relationship was identified as a motivation 
to promote the safety of staff and patients. While patients are harmed by any violence 
that occurs due to poor safety regulation, staff are also victims of outwardly directly 
violence. To encourage staff engagement, preventing adverse staff safety events was a 
primary point made when presenting this change. As this change involved an additional 
task and documentation for nurses to be made, which could be potentially uninteresting 
for nurses, focusing on their safety and patient safety helped improve compliance to 
change.  
While developing the environmental safety checklist, a SmartPhrase template was 
created for nurses to document. A SmartPhrase is a tool in the EPIC electronic medical 
record system used at this ED that allows for the user to pull a premade template into a 
nursing note. This SmartPhrase included the items to be completed while conducting the 
safety check and required nurses to document completion upon change in primary nurse. 
Situations in which the checklist would be completed included initial ED intake, change 
of RN during shift change, or RN reassignment. A communication from a member of the 
nursing staff informed ED leadership that the software included an existing 
environmental safety checklist; however, only one nurse on the unit had used to checklist. 
It was decided that the existing checklist would be used in place of the SmartPhrase as 
nursing staff were already familiar with this type of documentation and would likely 
increase compliance.  
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Prior to implementation, the change agent was determined to be educational tools 
and seminars dedicated to informing nurses on how to access and complete the checklist. 
Tools included instructional documents and short videos. Additionally, the educational 
tools explained when to use the indicated checklist: when patients were placed into one of 
the dedicated behavioral health rooms if a danger to self or others, or if patients not in 
these dedicated rooms presented with behaviors that would pose opportunity for risk of 
violence to occur. Educational materials were presented at change of shift huddle change 
and use of the checklist was reinforced by reminders from charge nurses and weekly 
emails.  
Specific Project Aim 
To promote the safety of patients and staff in this ED, we will implement a 
standardized environmental safety check for behavioral health patients, aiming to 
1) to improve quality of safety checks performed during patient intake and change of 
primary nurse, 2) reduce risk for opportunities of patient self-harm or violence directed 
towards nursing staff, and 3) improve the understanding of the patient’s situation to 
improve quality of care.  
It is important to point out the rationales for change at this ED. There is currently 
no standardized process for safety checks between shifts. The number of code greys, 
which are an activated security response when patients becomes aggressive or violent, 
related to environmental hazards has risen significantly in the past few years. Patients 
should be safe when receiving care for behavioral health conditions in the ED and nurses 






Microsystem Assessment  
The ED at which this quality improvement project was conducted at, located in San 
Francisco, is urban, high volume, serving diverse patient populations. Due to its location 
adjacent to the Tenderlion district, many patients that seek care are without a home, are users of 
various drugs, have existing behavioral health conditions, or a combination of these factors.  
Using the culture assessment tool developed by the Institute for Healthcare Improvement 
(IHI), this ED was determined to be equipped and prepared for procedures changes of this 
quality improvement project (Appendix A). Staff and unit leadership were consulted prior to 
determination of proposed interventions; although staff in the ED find that documentation takes 
time away from patient care, they were receptive to the idea of the implementation of a safety 
checklist for behavioral health patients. SWOT analysis was performed to identity strengths in 
the ED that would promote a change in procedures and identify possible barriers or challenges as 
well (Appendix B). The PDSA cycle and fishbone diagram are found in Appendix C and D, 
respectively.  
Financial Considerations  
The existing electronic healthcare record, EPIC, was utilized as a means to complete the 
behavioral health safety checklist intervention for this quality improvement project. No direct 
capital purchases were required. Staff were trained to use the safety checklist tool during change 
of shift huddles and through email communication. These allotting time periods during the shift 
are dedicated to provided staff with updates and trainings; no additional costs were associated 
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with training the staff. The educational tool used to train staff can be found in Appendix E. The 
business case for this project was centered around money saved by the department by potentially 
reducing the number of adverse safety or security events through use of this safety checklist.  
While difficult to determine the exact cost of an adverse safety event in this department 
due to complexity of calculation, the Journal of Patient Safety reports an estimated cost of $4000 
per event (Adler et al., 2018). A report of adverse safety events resulting in patient harm 
demonstrated that this department experience 5-6 events a year; using this safety checklist as a 
tool to help prevent these types of events from occurring can help the department save an 
estimated $24,000 annually. Additional reductions of cost are difficult to determine. Possible 
associated costs of the implementation of this safety tool include: workers compensation costs 
for staff injured by patients, cost of time required to perform root cause analysis following and 
adverse events, and cost of repairing damages equipment or patient rooms.  
Timeline of Change 
 The duration of this quality improvement project lasted for four months. The first several 
weeks were spent assessing the microsystem and identifying areas for change. Nursing staff and 
physicians were consulted to identify a change that would be appropriate and obtainable for the 
ED. After the safety checklist tool was identified, literature review and drafting of a checklist 
was performed.  
Initially, the checklist was designed to be completed as a nursing note in EPIC, using a 
template format known as SmartPhrase. However, it was later identified that an existing safety 
precautions checklist was built into EPIC but was not used by the department. This finding was 
made by a nurse who used this checklist at a previous unit. Educational materials were drafted 
and presented to nursing staff at the two-month mark. Nursing staff were asked to review and 
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acknowledge the educational tool. The trial period for use of the checklist lasted two weeks. A 
GANTT charge outlining the timelines of this quality improvement project can be found in 
Appendix F. 
Precautions Checklist Intervention 
 In response to there being no existing standardize approach to securing and assessing 
patient rooms of behavioral health patients in this ED, the precautions checklist, a screening tool 
built into EPIC, was identified as an appropriate tool for guiding nurses through these processes. 
Items found on this checklist aimed at reducing the risk for patient or staff harm can be found in 
Appendix F. 
Patient criteria that indicated use of this checklist included agitated behavior, dangers to 
self or others, suicidal or homicidal ideation, and any form psychosis. Nursing staff were trained 
to complete the precautions checklist upon behavioral health patient placement into an ED room 
and upon change of primary nurse, the latter occurring most often during change of shift. 
Depending on the time spent in ED, a patient would have the checklist completed as a few as 
once upon intake, or several times if their ED stay spanned over several nurse shift changes.  
Measures 
Staff Survey 
Prior to the presentation of the precautions checklist to staff, a survey was distributed to 
all nursing staff assessing their perception of safety factors related to caring for behavioral health 
patients in this ED, providing quantitative and qualitative data. After implementation, a follow 
up survey was conducted, re-assessing staff’s perception of safety and the effectiveness of the 
precautions checklist.  
Completion of Checklist  
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 After staff were trained on how and when to complete the checklist, audits of charts for 
behavioral health patients who met checklist criteria during the two-week implementation period 
were conducted. This was accomplished by curating a report of behavioral health patients who 
met criteria through use of the EPIC EMR. Medical diagnoses in this report included suicidal 
ideation, homicidal ideation, schizophernia, psychosis, bizarre behavior, and anxiety. Of this list 
of patients, chart audits were conducted to determine if the nursing staff or provider documented 
any risk of violence; if a patient was diagnoses with one of these conditions but did not present 




 Results of the pre-implementation staff survey showed variance in perceived safety while 
caring for behavioral health patients, with 40% responding yes to feeling safe, 30% responding 
maybe, and 30% responding no or other concerns (n=15). 80% of nurses reported completing 
some type of safety check for behavioral health patients; however, 93% of nurses reported that 
safety checks are only sometimes or are not consistently completed among nurses in the 
department (n=15). 60% of nurses reported that a standardized safety check process would be 
helpful for caring for behavioral health patients, with 26% responding maybe, and 13% 
responding no (Appendix G). Results of the post implementation staff survey were not yet 
available. 
Completion of Checklist 
 During the two-week implementation period, 21 patients were identified as meeting 
criteria for the precautions checklist. The checklist was completed for 38% of these patients. 36 
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patients were initially included as meeting criteria through the EPIC, but 15 were excluded as 
chart audits reveals that although they have received a behavioral health diagnosis meeting 
criterion, they did not present with risk for violence or agitated behavior. Two patients during 
this period were in the ED for more than eight hours; nursing staff correctly completed the 
precautions checklist for change in primary nurse in both cases. Results are displayed in 
Appendix H). At the time of data consolidation, 30% of the nursing staff had reviewed and 
acknowledge the training materials. Prior to the implementation of the checklist training, the 
precautions checklist had been completed only twice during a four-month period, as it was not a 
regular department workflow.  
Discussion 
Summary of Findings  
Prior to implementing the use of the precautions checklist, no standardized procedure was 
in place at this ED for completing safety checklists for behavioral health patients. Therefore, use 
of this checklist addressed this concern. Results demonstrated that although the checklist was not 
completed for all indicated patients, nearly half of these patient encounters were documented 
correctly. Staff concerns about safety were also addressed through use of the precautions 
checklist.  
Limitations 
Although the checklist was not completed for all patients who met criteria, any increase 
in the use of a standardized tool is beneficial. A longer timeline for staff to review and 
acknowledge the trainings would allow for higher percentages of completion. Additionally, the 
two-week period of implementation limits obtaining an accurate measure of checklist completion 
when indicated; a longer period of data collection would allow for more comprehensive results.  
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As the aim of this quality improvement project was to reduce the risk for violence, this 
was a difficult factor to measure, as it would require a much longer period of data collection. 
Therefore, this factor was not included as a measure for this quality improvement project.  
Future Recommendations 
 Continued use of this checklist over a longer period of time will allow for ED leadership 
to determine if it is effective in reducing the risk of patient violence in this department, and 
provide more qualitative data regarding the occurrence of adverse safety events in the ED.  
Due to the nature of EPIC, it is difficult to make changes to the infrastructure and 
contents of existing assessment tools, such as the precautions checklist. Additional items relevant 
to securing patient rooms and other safety items should be included in the precaution’s checklist. 
This would allow for the checklist to better act as a guide for nursing staff, rather than an 
additional required documentation item. This requires leadership to make requests through the 
organization’s IT department, which would have to be approved through several different layers 
of administration and committees. However, this change would allow for the precautions to 
better serve its purpose of reducing risk for violence among patients and violence directed 
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IHI Microsystem Assessment Tool  
 Element** Y +- N 
Internal Culture of 
Safety 
The organization is grounded in the core values of compassion and respect and the 
ethical responsibility to always tell the truth to the patient and family. 
X   
There is an expectation for ongoing communication, honesty, and transparency that 
is set from the board and leadership and closely monitored. 
 X  
Error is seen as the failure of systems and not people.   X   
All can expect support at the sharp end of unanticipated outcome and near-miss. X   
Malpractice  
Carrier 
There is a commitment to rapid disclosure and support.  X  
There is a written understanding of how cases will be managed in partnership 
between patient/family/carrier. 
X   
Mechanisms are in place for rapid respectful resolution. X   
Policies, Guidelines, 
Procedures 
There is a policy on patient and family communications. X   
There is a policy on patient and family partnerships. 
Organizational infrastructure for clinician support exists. 
 X  
There are policies on disclosure and documentation. X   
Procedures are known and in place for internal and external communication of 
sentinel events. 
X   
Guidelines/policies support a fair and just culture (non-punitive) and the reporting of 
adverse events. 
X   
There is a written crisis communication plan. This plan is centrally located and 
easily accessible by all staff. 
X   
Training Ongoing training programs are in place for all staff on communication, expectations, 
policies, procedures, guidelines. 
X   
There is just-in-time coaching (training) for disclosures. X   
Disclosure Processes 
in Place 
There is rapid notification of patient/family and activation of support—typically 
immediately around what is known. 
X   
There is a team to support staff preparing to disclose (coaches). X   
Root cause analyses commence immediately, are closely managed, and the results 
are shared, including with the patient and family. 
X   
The Disclosure The organization is transparent and honest. X   
Responsibility is taken. X   
We apologize/acknowledge. X   
There is a commitment to providing follow-up information. X   
The caregiver is supported throughout the process.   X   
The organization provides continuing support for the patient/family. X   
All hospital staff disclosing are trained in their role X   
Ongoing Support Resources are available to assist families experiencing unanticipated outcomes (not 
limited to error) – support is defined by needs of the patient and family (e.g., 
emotional support). 
X   
Resources are available to assist staff at the sharp end of unanticipated outcomes (not 
limited to error) – based on the needs of the clinician (e.g., emotional support). 
X   
Procedures are in place and are known to ensure ongoing communications with 
patients, families, and staff. 
X   
Resolution Procedures are in place and are known to bring the case to closure respectfully, as 
viewed by the patient and family. 
X   
Learning  Mechanisms are in place to ensure learning by the board, executive leadership, 
MSEC, and across the organization. 
X   
Measurement systems are in place to assess the impact of communication, 
disclosure, and support (as well as quality and safety) practices on premiums, claims, 
cases, and payments.   
X   
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Statement of Determination 
 
Brief Description of Project: Recognizing the need for a standardized safety protocol for promoting and maintain safe environments when behavioral health patients 
are seen in the ED, a checklist has been developed, implemented by use by nursing staff, and evaluated after  a pilot period.  
Data that Shows the Need for the Project 
• (Anecdotal cases of safety problems and risk are currently being collected from ED for use in the paper.)  
 
Aim Statement 
• We aim to improve the safety of behavioral health patients and nursing staff caring for these patents in a Northern California Emergency Department.  
• The process begins with the change of shift for primary nursing staff and/or rooming of patient in a behavioral health room   
• The process ends with transfer of care from off-going RN to oncoming RN.   
• By working on the process, we expect  
1) to improve the quality of communication between nurses during handoff,  
2) improve environmental safety for both the staff and patient, and  
3) improve the understanding of the patient’s situation to improve quality of care. 
• It is important to work on this now because  
1) There is currently no standardized process for safety checks between shifts,  
2) the number of code greys has risen significantly in the past few years,  
3) staff reports feeling unsafe when caring for behavioral health patients, and  
4) patients should be provided a safe space while in the ED 
 
Description of Intervention(s) 
• Environmental check has been developed and introduced to nursing staff to be completed when a patient with behavioral health problems who may be 
danger to self (DTS) or danger to others (DTO) is placed inside a psych room and when there is a change/handoff of patient between primary nurses. 
Items on checklist include the removal of items that could be ligature risk, proper gurney function, locking of back cabinet doors. 
 
Desired Change in Practice 
• By implementing the environmental checklist, risk of violence will be decreased both patients and safe by reducing ways that an aggravated patient may 
choose to harm themselves or others.  
• In addition to keeping patients and staff safe, the checklists will provide better documentation to use in the case of an adverse event in which a root cause 
analysis is performed, as there is not current safety checklist in place.  
 
Outcome measurement(s)  
• Two forms of measurements will be performed, including: 
1) An audit of the checklist documentation performed by nursing staff to check for compliance with the implementation of the new workflow 
item 
2) A pre and post survey distributed to nursing staff to assess for perceived levels of safety before and after checklist implementation, as well as 
perceived effectiveness of checklist on safety  
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Appendix J  
IRB Non Research Determination form  
Project Title: Environmental Psychiatric Safety Checklists Promote Safety for Patients and 
Staff in the Emergency Department (ED).  
YES NO 
The aim of the project is to improve the process or delivery of care with established/ accepted 
standards, or to implement evidence-based change. There is no intention of using the data for research 
purposes. 
x  
The specific aim is to improve performance on a specific service or program and is a part of usual 
care.  ALL participants will receive standard of care. x  
The project is NOT designed to follow a research design, e.g., hypothesis testing or group 
comparison, randomization, control groups, prospective comparison groups, cross-sectional, case 
control). The project does NOT follow a protocol that overrides clinical decision-making. 
x  
The project involves implementation of established and tested quality standards and/or systematic 
monitoring, assessment or evaluation of the organization to ensure that existing quality standards are 
being met. The project does NOT develop paradigms or untested methods or new untested standards. 
x  
The project involves implementation of care practices and interventions that are consensus-based or 
evidence-based. The project does NOT seek to test an intervention that is beyond current science and 
experience. 
x  
The project is conducted by staff where the project will take place and involves staff who are working 
at an agency that has an agreement with USF SONHP. x  
The project has NO funding from federal agencies or research-focused organizations and is not 
receiving funding for implementation research. x  
The agency or clinical practice unit agrees that this is a project that will be implemented to improve 
the process or delivery of care, i.e., not a personal research project that is dependent upon the 
voluntary participation of colleagues, students and/ or patients. 
x  
If there is an intent to, or possibility of publishing your work, you and supervising faculty and the 
agency oversight committee are comfortable with the following statement in your methods section:  
“This project was undertaken as an Evidence-based change of practice project at X hospital or 
agency and as such was not formally supervised by the Institutional Review Board.”  
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